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- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
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DETAILED ACTION 
Status of the Claims 

Claims 1-20 have been amended and are pending. The text of those sections of Title 35, 
U.S. Code not included in this action can be found in a prior Office action. Any objection or 
rejection not expressly repeated has been withdrawn. 

Claim Rejections - 35 USC §102 

Claims 1-3 and 5 are again rejected under 35 U.S.C. 102(b) as being anticipated by 
Szente et al (J. Incl. Phen., 1998), as set forth in the previous Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Applicant goes on at length about the variables regarding cyclodextrin complexation and 
the differences in various carotenoids. While this is interesting, it is not relevant to the claims at 
hand. 

Applicant further contends that complexation with cyclodextrins "often" may not result 
in increased bioavailability. However, the instant issue is the product disclosed by Szente. It is 
not required to have increased bioavailability with respect to anything. It is only required to be 
"bioavailable." 

Applicant also notes the differences in products described by Szente. Again, not relevant. 
The differences have nothing to do with whether or not the disclosed product meets the 
limitations of the instant claims. 
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Applicant states that the Szente complexes are ternary complexes of three components, 
whereas the present application describes a product having no complexation between the oil and 
the cyclodextrin. First of all, the examiner does not find any description of a product stating that 
there is no complexation between the oil and the cyclodextrin. Furthermore, the examiner finds 
no limitation in the claims precluding said complexation. 

Applicant again notes the differences in the spray-dried and freeze-dried products in the 
working example. However, what is being claimed is a product in oil. As in seen in Szente, the 
oil interacts with the cyclodextrin and may affect the in vivo properties of the complexes. 

Applicant further notes that a composition and its properties are inseparable. The 
examiner agrees and for this reason maintains that the product of Szente appears to meet the 
physical limitations of the claims. The burden is on Applicant to demonstrate with evidence, not 
arguments, that the art product is different from that of the claims. 

Claims 1, 2 and 5-7 are again rejected under 35 U.S.C. 102(b) as being anticipated by 
Basu et al (JAOCS, 2001), as set forth in the previous Office action. 

It is noted that the remarks submitted in response to the previous Office action comprise 
three sections: (1) Summary of the claim rejections; (2) Summary of the cited art; and (3) The 
rejection of the claims, or what appears to be the arguments in response to the rejection of the 
claims. In this last section, there is no specific argument with respect to the rejection over Basu. 
Therefore, the examiner is taking the discussion of Basu in section (2) and the alleged 
differences as the traversal of the rejection. 
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Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Again, it appears to be Applicant's position that the instant product does not comprise an 
oil complex with the cyclodextrin, so distinguishing it from the product disclosed by Basu. As 
noted above, there is no limitation precluding such a complex in the instant product. 

Claim Rejections - 35 USC §103 

Claims 1-3 and 5 are again rejected under 35 U.S.C. 103(a) as being unpatentable over 
Szente et al (J. Incl. Phen., 1998) in view of Hedges (Chem. Rev., 1998), as set forth in the 
previous Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Applicant alleges that Hedges does not teach freeze drying as a common method for 
drying cyclodextrin complexes and states that this combination "specifically excludes freeze- 
drying." The examiner respectfully disagrees. Please see the second paragraph under section E. 
of Hedges, as cited in the previous Office action. Applicant fails to cite the passage that 
"specifically excludes freeze-drying." 

The fact that the claims do not preclude a ternary complex has been addressed above. 

Claims 1-3 and 6 are again rejected under 35 U.S.C. 103(a) as being unpatentable over 
Olmedilla et al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000), as set forth in the 
previous Office action. 
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Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Applicant again cites one of the declarations submitted in this case. This declaration 
discusses imperfect predictability with respect to cyclodextrin complexation and whether or not a 
compound so complexed would have increased bioavailability. 

Applicant contends that cyclodextrin/carotenoid bonds could be disrupted by a number of 
factors, including excipients, such as oils, surfactants, phospholipids, etc. This is exactly why the 
examiner maintains that the example of the cyclodextrin complex tested without oil, is not the 
appropriate test for demonstrating unexpected results. The examiner agrees that these excipients 
can interact with the cyclodextrin, but there is no teaching of record, that would suggest to one of 
ordinary skill that they should not be combined, especially since they are all known solubilizers. 
It appears to be Applicant's position that one of ordinary skill would be motivated to combine 
elements only in the case where he could predict the result with absolute certainty. Applicant is 
reminded that perfect predictability is not required for a prima facie case of obviousness. 

Applicant notes the difference in recovery (95% for freeze-drying vs. 50% for spray- 
drying) in the two different drying methods. This might be seen as unexpected results with 
respect to a method of making claim. However, the examiner finds no such evidence of this 
difference in the specification of any submitted declarations. Furthermore, these claims are 
product claims only. 

Applicant contends that Olmedilla does not indicate that a cyclodextrin complex of a 
carotenoid can be formulated for soft gelatin capsules, or that it remains bioavailable after 
formulation. Indeed, if this were that case, it would have been a rejection based on anticipation 
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rather than obviousness. The examiner maintains that in view of the combination of references, 
the one of ordinary skill would reasonably expect success in modifying Olmedilla with the 
addition of a cyclodextrin. 

Applicant further states that Olmedilla does not teach the inter-individual variations in the 
uptake of lutein from oil dispersions. The examiner fails to see how this is relevant as there 
appears to be no such functional language in the claims. 

Applicant contends that the art of record demonstrate the unpredictable nature of 
cyclodextrin complexes of carotenoids. However, the cited references appear to be drawn to 
comparisons of cyclodextrins vs. oil and would have not particular bearing on cyclodextrin + oil. 
It is further noted that "unpredictable" is not the same as "unexpected." 

Claim 4 is again rejected under 35 U.S.C. 103(a) as being unpatentable over Olmedilla et 
al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000) as applied to claims 1-3 and 6 above, 
and further in view of Kulevskaya et al (Pharm. Chem. J., 2002), as set forth in the previous 
Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Applicant cites Baskaran et al and interprets this reference as teaching that lecithin 
"lower[s] the uptake of carotenoids ... solubilized in mixed micelles by Caco2 cells and animal 
studies." However, Applicant omits important information in this characterization. The reference 
concludes "the hydrolysis of PC (lecithin) to lysoPC plays an important role in the intestinal 
uptake of carotenoids solubilized in mixed micelles." See abstract. However, the products were 
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administered directly into the stomach, thereby short-circuiting the digestive process and 
shortening the time during which the hydrolysis might take place. Applicant notes that the data in 
the specification demonstrate that the uptake of lutein with cyclodextrin/oil/lecithin is improved 
over that of lutein with oil/lecithin. However, this is what would be expected from the teachings 
upon which this rejection is based. 

Applicant further states that the lutein was not solubilized in the lecithin, but the lecithin 
was used as an excipient. The examiner is not clear what Applicant feels is the distinction here or 
how it might limit the claim. 

Claims 5 and 7 are again rejected under 35 U.S.C. 103(a) as being unpatentable over 
Olmedilla et al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000) as applied to claims 1-3 
and 6 above, and further in view of Szente et al (J. Incl. Phen., 1998), as set forth in the previous 
Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. Applicant does not provide additional arguments not addressed above. 

Claim 9 is again rejected under 35 U.S.C. 103(a) as being unpatentable over Olmedilla et 
al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000) as applied to claims 1-3 and 6 above, 
and further in view of Sharper (Manufacturing and Formulation, 2001 - retrieved 3/30/06 at 
http://ww.samedanltd. com/members^ as set 

forth in the previous Office action. 
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Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. Applicant does not provide additional arguments not addressed above. 

Claims 8 and 10 are again rejected under 35 U.S.C. 103(a) as being unpatentable over 
Olmedilla et al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000), and further in view of 
Szente et al (J. Incl. Phen., 1998), as applied to claims 1-3 and' 5-7 above, and further in view of 
Kulevskaya et al (Pharm. Chem. J., 2002) and Sharper (Manufacturing and Formulation, 2001 - 
see link above ), as set forth in the previous Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. Applicant does not provide additional arguments not addressed above. 

Claims 11-13, 15-17 and 19 are again rejected under 35 U.S.C. 103(a) as being 
unpatentable over Olmedilla et al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000), 
Sharper (Manufacturing and Formulation, 2001 - see link above) and Mele et al (Carbohyd. 
Res., 2002), as set forth in the previous Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Applicant notes the finding that the cyclodextrin-complexed carotenoid is not stable in a 
hard capsule, and but it is in a gel capsule. However, it is not just the cyclodextrin-complexed 
carotenoid in the gel capsule, but the cyclodextrin-complexed carotenoid in oil in the gel capsule. 
The fact that the carotenoid is more stable in the presence of two known stabilizing agents than 
in the presence of one stabilizing agent is not surprising. Applicant contends that this is contrary 
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to Dr. Madhavi's hypothesis that the oil might inhibit the dispersion of the complex, and that this 
is unexpected. The examiner respectfully disagrees The fact that this result is not perfectly 
predictable does not make it unexpected. A synergistic effect, for example, would be unexpected. 
In order for this to be unexpected, there must be clear and specific reasoning as to why one of 
ordinary skill would not expect an additive effect in this case. 

Claims 14, 18 and 20 are again rejected under 35 U.S.C. 103(a) as being unpatentable 
over Olmedilla et al (Clin. Sci., 2002) in view of Pfitzner et al (BBA, 2000), Sharper 
(Manufacturing and Formulation, 2001 - see link above) and Mele et al (Carbohyd. Res., 2002), 
as applied to claims 11-13, 15-17 and 19 above, and further in view of Kulevskaya et al (Pharm. 
Chem. J., 2002), as set forth in the previous Office action. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. Applicant does not provide additional arguments not addressed above. 

Double Patenting 

Claims 1-3 are again provisionally rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 3 and 9 of copending Application No. 
10/309,999. 

Applicant's arguments filed July 3, 2006 have been fully considered but they are not 
persuasive. 

Applicant notes that the copending claims have been amended to require a "powder 
form," and this results in a hydrophilic, water dispersible fine powder. However, claim 3 requires 
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the addition of oil, so it is not clear how the product differs from the instant one. The examiner 
maintains that no unexpected results, with respect to the instant claims, have yet been presented. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 
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Examiner's hours, phone & fax numbers 



Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Leigh Maier whose telephone number is (571) 272-0656. The examiner can 
normally be reached on Tuesday, Thursday, and Friday 7:00 to 3:30 (ET). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ms. 
Anna Jiang (571) 272-0627, may be contacted. The fax number for Group 1600, Art Unit 1623 
is (571) 273-8300. 

Visit the U.S. PTO's site on the World Wide Web at http://www.uspto.gov. This site contains 
lots of valuable information including the latest PTO fees, downloadable forms, basic search 
capabilities and much more. Information regarding the status of an application may be obtained 
from the Patent Application Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status information for 
unpublished application is available through Private PAIR only. For more information about the 
PAIR system, see http://pair-direct.uspto.gov Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197. 



LeiglrC. Maier 
Primary Examiner 
September 29, 2006 




